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Message Text 


TAGS: OGEN, OCON, OTRA, EIND, ETRD, FI, FR, GW, BE, NL 

SUBJECT: FDA REPRESENTATIVES PROVIDING TECHNICAL AND 
CONSULTATIVE ASSISTANCE TO EUROPEAN X-RAY MANUFACTURING 
FACILITIES 


1 . FDA ADVISES THAT EDWIN A. MILLER, CHIEF, COMPLIANCE 
EVALUATION SECTION, AND DR. ROBERT M. GAGNE, REGULATORY 
OFFICER, X-RAY PRODUCTS BRANCH, DIVISION OF COMPLIANCE, 
BUREAU OF RADIOLOGICAL HEALTH WILL BE IN EUROPE SEPTEMBER 
9-23, 1978 

2. MR. MILLER AND DR. GAGNE WILL VISIT 5 X-RAY MANUFACTUR- 
UNCLASSIFIED 
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ING FACILITIES TO DETERMINE IF THE FIRM'S FACILITIES AND 
OPERATIONS ARE IN ACCORDANCE WITH CURRENT GOOD MANUFACTUR- 
ING PRACTICE REGULATIONS AND WILL REPORT ANY SIGNIFICANT 
DEVIATIONS WHICH WOULD AFFECT THE SAFETY AND/OR EFFICACY 
OF X-RAY EQUIPMENT BEING IMPORTED INTO THE UNITED STATES. 

3. ITINERARY AS FOLLOWS: 
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SEPTEMBER 9,1978 - ARRIVE HELSINKI, FINLAND 
SEPTEMBER 1 1 VISIT PALOMEX (SIMENS) 

SEPTEMBER 12 - VISIT SOREDEX OY 

SEPTEMBER 13 - TRAVEL HELSINKI, FINLAND TO PARIS, FRANCE 
SEPTEMBER 14-15 VISIT CGR MEDICAL 

SEPTEMBER 17 TRAVEL PARIS, FRANCE TO ESSEN, WEST GERMANY 
SEPTEMBER 18-VISIT CGR MEDICAL; TRAVEL ESSEN, WEST 
GERMANY TO ANVERS, BELGIUM 
SEPTEMBER 19- VISIT CGR MEDICAL 

SEPTEMBER 20 - VISIT ORGANON TEKNIKA; TRAVEL ANVERS, BELGIUM 
TO ENDHOVEN HOLLAND 

SEPTEMBER 21- VISIT PHILIPS MEDICAL; TRAVEL EINDHOVEN, 

HOLLAND TO HAMBURG, WEST GERMANY 
SEPTEMBER 22 - VISIT PHILIPS MEDICAL 

SEPTEMBER 23 - DEPART HAMBURG, WEST GERMANY FOR WASHINGTON, 
DC. 

4. ASSISTANCE OF EMBASSIES WILL NOT BE REQUIRED. CHRISTOPHER 
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